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[ Abstract] Objective To mine adverse drug event (ADE) signals of deucravacitinib,
and to guide its rational clinical use. Methods ADE reports reported to the U.S. Food and Drug
Administration Adverse Event Reporting System (FAERS) database from the third quarter of 2022

to the third quarter of 2024 were collected, ADE reports with deucravacitinib as the primary suspect
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drug were selected for analysis. ADE signals were identified using reporting adds ratios method and Bayesian
confidence propagation neural networks method. Results A total of 1,777 ADE reports were collected involving
3,258 ADEs. Sixty-two ADE signals were identified, spanning 14 system-organ classifications. The top five ADE
signals based on the number of reported cases were acne, oral ulcers, folliculitis, urticaria, and oral pain. The
top five ADE signals based on signal intensity were cystic acne, hepatitis A, acne vulgaris, pustular acne, and
folliculitis. ADE signals such as pigmenturia, hepatitis A, and gingival swelling were not included in the drug
instructions. The median duration of ADEs associated with deucravacitinib was 22 days, with 58.33% occurring
within the first month of treatment. Women may have a higher risk of developing acne than men. Conclusions
When using deutericolaxitinib, healthcare professionals should focus on skin and subcutaneous tissue disorders,
gastrointestinal system disorders, and infections and infestations to monitor the occurrence of acne in female

patients. The latent ADEs that are not mentioned in the instructions should be remained vigilant to ensure safe

drug use.
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Table 1. Basic information of relevant ADE reports with deucravacitinib

i H f%k FIRELE (%) i H 15115k IR (%)
5 ES 18 1.01
3 554 31.17 WA
%8 1013 57.01 20224F 115 6.47
R 210 11.82 20234F 1033 58.13
AL (%) 20244 629 35.40
<18 24 1.35 J“HEADE
18~64 780 43.89 D 1550 87.23
=65 432 2431 = 227 12.77
A 541 30.45 255
% FEUTBEBAEBE ] IE 52 2.93
EH 1678 94.43 BET: 21 1.18
HAb K 99 5.57 & A 6 0.34
e 3373 3 0.17
TH2EH 712 40.07 T B PR3 2 0.11
TR & X 626 35.23 HoAh 143 8.05
B 374 21.05 KA 1550 87.23
2450 47 2.64
R2 SAkEEBADEESHSOCH T
Table 2. Signal distribution SOC for ADE of deucravacitinib
SOC fH5%4k FasLE (%) ADERI L (%)
Btk B e R N BIpR 13 20.97 306 37.41
BV B 15 24.19 179 21.88
Y BAZ AP 13 20.97 141 17.24
WP R G5 B K R 4 6.45 38 4.64
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s
SOC 554 it (%) ADERIR FIRH (%)
BN Ry e A AR o 2 3.23 32 3.91
BB PEBIT B 2 2 A5 Tl S 3 4.84 30 3.67
F i 4 6.45 28 3.42
G RGN 1 1.61 28 3.42
5 JIE K A DR 2R G 1 1.61 9 1.10
RS PR 1 1.61 9 1.10
BRME RGP 2 3.23 7 0.86
H R BB 1 1.61 5 0.61
GEEHRIES 1 1.61 3 0.37
RV B BRI IS (RS E 1 1.61 3 0.37
AR
=3 WAREE RADEHR SHFIRET 20 iy PT
Table 3. Top 20 PTs with reported cases of deucravacitinib adverse events
PT ADERBIK ROR (95%CI ) IC (ICqs)
YR 189 74.33 (64.08, 86.22) 6.10 (4.43)
MR 57 56 49.32 (37.80, 64.36) 5.58 (3.91)
BHER 53 53.97 (41.05, 70.96) 571 (4.04)
HE 39 5.06 (3.69, 6.94) 2.32 (0.66)
FE 30 29.08 (20.26, 41.72) 4.84 (3.17)
R N 28 3.24 (2.23, 4.70) 1.69 (0.02)
WU 26 3.46 (235, 5.09) 1.78 (0.11)
mPEST] 25 4.49 (3.03, 6.65) 2.16 (0.49)
H s 25 18.93 (1276, 28.09) 422 (2.56)
T 24 8.88 (5.94, 13.27) 3.14 (1.47)
B o b 557 24 31.65 (21.14, 47.38) 4.96 (3.29)
RYiE D 19 5.57 (3.55, 8.74) 2.47 (0.80)
GiRIN/ob7 S 19 6.13 (3.90, 9.63) 2.61 (0.94)
3SR 16 7.24 (4.43, 11.84) 2.85 (1.18)
KA 15 5.23 (3.15, 8.69) 2.38 (0.71)
I = H 14 2433 (14.37, 41.22) 4.59 (2.92)
I S R e 12 4.74 (2.69, 8.37) 2.24 (0.57)
PR B 10 31.1 (16.67, 58.03) 4.94 (3.27)
JE Rk 10 7.03 (3.77, 13.08) 2.81 (1.14)
BRI 9 10.38 (5.39, 20.00) 337 (1.70)
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F4 AR E S RADER &S SRER 20 fif PT

Table 4. Top 20 PTs with reported signal intensity of deucravacitinib—related adverse events

PT ADEfIIK ROR (95%CI ) IC (TCys)
PP 9 89.82 (46.28, 174.36) 6.45 (4.77)
FH R 3 76.85 (24.44, 241.63) 6.23 (4.54)
JEHE 189 74.33 (64.08, 86.22) 6.10 (4.43)
eI PR 3 67.72 (21.57, 212.56) 6.05 (4.37)
BHER 53 53.97 (41.05, 70.96) 571 (4.04)
myictsier 56 49.32 (37.80, 64.36) 5.58 (3.91)
B s b 757 24 31.65 (21.14, 47.38) 4.96 (3.29)
PEIERE 42 10 31.10 (16.67, 58.03) 4.94 (3.27)
Hitm 4 30.10 (11.24, 80.63) 490 (322)
T 7 B 7 29.23 (13.88, 61.56) 4.85 (3.18)
Ryt 30 29.08 (20.26, 41.72) 4.84 (3.17)
[mYiaE o) 8 27.93 (13.91, 56.06) 4.79 (3.12)
AL 7 25.94 (12.32, 54.62) 4.68 (3.01)
I = BEH T 14 2433 (1437, 41.22) 459 (2.92)
ERlE iy e adr-p-Rey wallll LR 3 20.78 (6.67, 64.70) 437 (2.70)
H e 25 18.93 (12.76, 28.09) 4.22 (2.56)
Kk 3 18.03 (5.79, 56.12) 4.16 (2.49)
DUIR BRI 4 16.95 (6.34, 45.30) 4.07 (2.40)
ayidia 3 1391 (4.47, 43.26) 3.79 (2.12)
B4 3 13.47 (4.33, 41.88) 3.74 (2.07)

E: R S BL BT RAIADE,

K et 7 1
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Figure 1. Temporal distribution of ADE occurrence

I 70.00

+ 60.00

F 50.00

- 40.00

I 30.00

I 20.00

F 10.00

= 0.00

*5 MAREHZRIHXADEREEFIMIESRNER

Table 5. Signal detection results of deucravacitinib—related ADE by gender

(%) M

o %‘ﬁﬁﬂ%ﬁ%@?&% fﬂ'ﬁﬁﬁfﬁk%ﬁ)ﬁ?&% SO (G
H#RADE HABADE HFRADE HALADE

LS 127 1857 41 954 1.59 (1.11, 2.28)
BER 31 1953 16 979 0.97 (0.53, 1.78)
m)iatiiee 30 1954 14 981 1.08 (0.57, 2.04)
SIS 24 1960 6 989 2.02 (0.82, 4.95)
(Ryieob2s 20 1964 4 991 2.52 (0.86, 7.40)
F AR 20 1964 8 087 1.26 (0.55, 2.86)
B g3 At 15t 47 17 1967 5 990 1.71 (0.63, 4.65)
JilIRG 16 1968 8 987 1.00 (0.43, 2.35)
T 16 1968 7 988 1.15 (0.47, 2.80)
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235
LMl SR R e BT R R e i
PT — — ROR (95%CI )
HFRADE HALADE H#FRADE HAbADE

FE R A 13 1971 3 992 2.18 (0.62, 7.67)
KA 11 1973 3 992 1.84 (0.51, 6.62)
AR 8 1976 7 988 0.57 (021, 1.58)
M =wE T 5 1979 6 989 0.42 (0.13, 1.37)
JE s e ik 4 1980 5 990 0.40 (0.11, 1.49)
I WL TR BT = 3 1981 3 992 0.50 (0.10, 2.49)
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